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Subject: Docket No. 2004N-0257 

Request for Extension of Deadline 

Dear Sir or Madam: 

As for your Ilotilkation elm G/TS’L’/N/USA/67 *and its addendum 
GITB’I‘INIUSN(i7IAdd. 1, tlx final dales for comments are different. Please kindly 
clarify wlzclhcr it is August 13 or Oclober 12. 11‘ the deadline date for comments is 
August 13, we hope you can prolong il to the date of Oclobcr 12, 2004, so that we 
could have enough time for making comments. 

We’ll be gratefbl if you acknowledge receiving this request. Tlunk you. 
Your consideration and 1;&xable reply will be very much appreciated. 

Best regards, 

Cc10 Lisheng 
Depuly Director General 
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GITBTfNIIISA/67 
19 July 2004 

ORGANIZATION 
(04-3076) 

_^__ ___ .___._____. _,,- ,._ - .-.-- - 

Committee on Technical J3arricrs to Trade 

_. -..---._ .I-.-. 

Original: English 

‘I’he Ihllowin~ notilication is being circulated In accordance with Rrliclc 10.6 

Jf appJicablc, name of local government involved (Articles 3.2 and 7.2): 
_. .__ ,. -.. . . _,_ - ----_ 

2. Agency responsible: Food and Drug Administration (72) 
Name and address (including telephone and fax nnmbers, cLmaii and web-&c 
addresses, if aVi\iMlC) Of ;lg:ellCJ’ or authority designated to handle con~n~elits 

regarding the notification shall be indicated if different from above: 
..-- _.. -- _ ,... /-. . __,_.,,” ,,I ,... ..-.- _____.-._.,_, ..--- -.- -... “_ ..I 

3 -. Notified under Article 2.9.2 [Xl, 2.10.1 [ I, 5.6.2 1 1,5.7.1 [ 1, uthcr: 
-__ .__._, ^,.^ 1-,_,, .--- .-__ . .._. .,..... “__,, . . . II -...-. - .-_._..- . -.- .- 

Products covered (II6 or CCCN where applicable, otherwise national tariff heading. 
1~‘s uumbcrs may 1~ provided in addition, where al~plic.able): Cosmetics and Human 
I~oocl 
(i-JS Chaprers 33 and 2106) (1CS 07.020 and 71.100) 

_ .,._ ._______ __. . . . ___ .-.__ -.- _.....I “,._ 
‘Title, i~embei- of pages and lauguagc(s) Of the notitiecl docUmeut: I 
Rquiremcnts Ior I.1 uman Food :~ncf Cosmctlcs Manufactured From, Processc 
Otherwise Containing, Material Prom Cattle (10 pages, in En 

_-.. _. _.- ., I-- ._-- - - -._ _--__-.-.--- ---- __... - _.-- 
6. lhscr-iptiua of’ conlelll: ‘I‘he P’ood and Drug Administration 

that mn~~ufrtcturers and processors 01’ human Iood and cosmetics that are manufactured 
from, processed with, or otherwise contain, material from cattle must establish and maintain 

I records suEicicnt to demonstrate the food or cosmetic is not manufactured from, processed 
I wltl~, ()I- does nut otherwise conlain, prohibited oal.lle materials. This is a companion 

ruIenTaking to FDA’s interim l’ioal rule enl~tied “Use of Materials Derived From Catlle in 
F-~iurudn Food and Cosmetics,” published in this issue of the Federal Register. FDA is 
proposing recordkeeping require~~~c~~ts hecause records documenting lhe absence of 
prohlbltcd c;attle rnatcrials are ncrded by rn~~~~~ihct~~rer~ and processors of hunTan food and 
cosmetics that contain cattle material lo C~SUI’C‘ that these products do not contain prohibited 
cattIc materials. In addition, such records arc necessary to help FDA ensure compliance 
with lhr requirements ol‘the interim FInal rule. 

--.--. _^,, ,-,, -_-... _.____,_^,,_ _ ,I___._.., ..I...-..... ..-. _.-, “,. ” -__._. ,-.. -..--_,, ., ,..--._ -- 
7. Objective aad rationale, including the nature of urgent probfems where applicable: 

Prolcction of human heall-11. 
__. ,.,--,,. ,.. .,“,” ,“.” .._-_ .-...- - .__-__-_--.---.-_ ,--- “I .-- _..._ _._,..- -..,I.. ,-.. ,- . . - 

8. Kcle\~arlt clocurlleIlts: 6 9 Federal Register (1%) 42275 14 J uly 2004; Title 21 Code of 
Federal Regulations (CFR) Parts 189, and 700. Will appear in the Federal Register when 
LKk~pt~d. 

__- . ..__.. _ _._...._..-.. -. _-... . . . _ _,-__ . . ..__ .-. . . . . . _I ._._.___ -- ._ _.__ -_-----______ .___ ___ -_____ ___ .__._.,__. __ 
9. Proposed date of adoption: 

Proposed tlatc of entry into force: 1 
To be determined 

I __.______ ---..-.-- - . . . - . . . ..-. +..._~_II 

I . . 
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WOK.LD TRADE 
G/THT/N/USA/67/Atld. I 
21 July 2004 

O.RGANIZATIQN ’ 
(04-3 150) 

Cornmittcc OII Technieal Barriers to ‘Trade Original: English 

Addendum 

The fbllowit~g communication, dated 16 July 2004, is being circulated at the request oT the 
delegation of the United Siateg 

Use of Materials Derived From C:nttte in Human Food and Cosmetics; and Recordkeeping 
f<quirerncnts I‘or Id umm Food a nd C‘ osmetics M unuhctured F mm, P recessed W ith, o I 0 thelwlse 
Containing, Material From Cattle; Final JXule and Proposed Rule 

“I& [:ood and Drug Administration (PUIA) is issuing an interim final rule (interim final rule) 
to profllbil the use of certain cattle mnleriai. lo address the potential risk of’ bovine spongiform 
encephalopathy (BSE), in human food, including dietary supplements, and cosmetics. Prohibited 
cattle materials include specified risk malerials, small intestine of all cattle, material from 
non-ambult~tory disabled catilc, material liwn~ cattlc not inspected and passed for human consumption, 
and mechanically separated (MS)(Bect). Spcciiied risk materials are the brain, skull, eyes, trigeminal 
ganglia, spinal cord, vertebral column (excluding the vertebrae of’ the tail, the transverse processes of 
the Lhoracic i~tld lumbar vertebrae, and the wings of the sacrum). and dwsal root ganglia of‘ cattle 
30 months and olclcr; and the tonsils and distal llecm of the small intestine 01‘ all cattic. Prohlbitcd 
cattle materials do no1 include tallow that contams IIO more than 0.15 percent hexdne-nisoluble 
impuritlcs and tallow derivatives. FDA is taking this action in response to the finding of an adult cow, 
itnportccl hrri Chnnda, that bited posilivc lb1 13S1”. in the State or Washington. This action IS 
corlsislerlt with the rcccnt interim final rule issued by the U.S. Dep:partment of Agriculture (USDA) 
declaring specified risk materials and the carcasses and parts of non-ambulatory disabled cattie to be 
inedible. unfit for human food, and prohibiling their use as human food and requiring that the entire 
slnall intestine be removect and disposed ol‘as inudiblc. This action will minimir_c human exposure to 
materials that scientilic studies have dc177onstrated are highly likely to contain the BSE agent in cattle 
infected with the disease. Scientists believe thdt the human disease variant Creutzfeldt-Jakob disease 
(v(.‘.ln) is likely caused by the consumption ol’prc~ducts contaminated with lhe agent. that causes RSE. 
A]SO in this issue 01’ the I;cderal Rcgistcr. I;I)A is proposing to require that manufacturers and 
processors 01’ human food and cosmetics that are manufactured from, processed with, or otherwtse 
contain rnatcrinl from cattle establish and maintain records sufficient to demonstrate that the food and 
cosmetics arc in compliance with this interim Gnu1 rule. 

DATES: The interim iinnl rule is effective on July 14, 2004. Submit written or electronic 
comments b y 0 ctobcr 1 2, 2 004. ‘I’ he l.3 irector o C the 0 ffice o f t he F ederal Register approves the 
i ncoq30rnt ion I-+ rc krmcc in accordiulcc with 5 U.S.C’. 552(a) and I C‘FR part 5 1 of certaul 
prrblrcations III 2 I CI’R 189.5 and 700.27 as of‘ July 14, 2004. 

. 1. 
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~,;PT‘R’I’INII.JSRI~7IRdd. 1 
l’ayc 2 

.&DI)I<l3SSES: You may submil comments. identified by Docket No. 2004N-0081, by any of 
tllc Ii~llowilly 111ethods: 

E-mail. !-~i:iladoc_ketsi~~~oc.f’da.~ov. 
Include Docket No. 2004N-0081 and or RlN number RIN-0910-AF47 in the subject line of 
your e-nlai 1 111essage. 

FAX: 30 l-827-6870. 

Instructions: All submissions received mnst ittciude the agency name and Docket No. or 
I~egulator-y InIbrma~ion Number (KIN) for this rulemaking. All comments rcceivcd will be 
posted wilhout change to ~~~~p:/Iww~v.I~I~.~ov/d~~~~s/~C~~t~lr~~~~~,~~, including any personal 
information provided. For detailed instructions on submitting comments and additional 
information on the rulemaking process, see section V in the SUPPLEMENTARY 
INI’C)RMAI’LON section or this document. 

Docket: For access to the docket to read background documents or comments received, go to 
http~//\v\vw fila ~(,)v/tlc?ckcIS~~~~!IL!.!!!ICI1t~ ._ __ ,_ .*-. ,,,,.. ,.,.,, I,.- - . - lc I_,^,_ - - _--.. and/or the Division or I~otikets Management-, 
5630 Fishers Lane, r-m. 106 I_ Rockvillc. ML> 208.52. 

Rebecca Buckner, 
Center for Food, 
Salbty and Applied Nutrition (JITS3O(,j. 
I%K~c~ and Drug Adminish~ulion, 
5 100 Paint 13mnch Pkwy., 
College Park, MD 20740, 
30 l-476 I480. 


